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;E\STI STANDARDI EESSONA NATIONAL FOREWORD

2 005 sisaldab Euroopa standardi | 21571:2005 consists of the English text of
EN 21571:2005 ingliskeelset teksti. the European standard EN ISO

O, 21571:2005.

R%v Eesti standard EVS-EN ISO This Estonian standard EVS-EN I1SO

Kéesolev@ ment on joustatud This document is endorsed on 28.04.2005
28.04.2005 é le kohta on avaldatud with the notification being published in the
teade Eesti s rdiorganisatsiooni official publication of the Estonian national

ametlikus valja . standardisation organisation.
Standard on kattes v Eesti The standard is available from Estonian
standardiorganisatsioeni standardisation organisation.

V/

.

Kasitlusala: ¢ Scope:
This International Standard ides This International Standard provides
general requirements and specifi general requirements and specific

methods for DNA extraction/pu tion methods for DNA extraction/purification
and quantitation. These methodsg@ and quantitation. These methods are
described in Annexes A and B. /g described in Annexes A and B.

ICS 67.050 :5/
Voétmesodnad: O/

Standardite reprodutseerimis- ja levitamisdigus kuulub Eesti Standardikeskusele
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O English version

F tuffs - Methods of analysis for the detection of genetically
ified organisms and derived products - Nucleic acid
extraction (1ISO 21571:2005)
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This European Standard was approved by@on 14 February 2005.

CEN members are bound to comply with the C NELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard withotgany alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to the Cent ecretariat or to any CEN member.

This European Standard exists in three official versio lish, French, German). A version in any other language made by translation

under the responsibility of a CEN member into its own [an e and notified to the Central Secretariat has the same status as the official
versions.

CEN members are the national standards bodies of Austria, k ‘,Cyprus, Czech Republic, Denmark, Estonia, Finland, France,

Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia, Lith uxembourg, Malta, Netherlands, Norway, Poland, Portugal, Slovakia,
Slovenia, Spain, Sweden, Switzerland and United Kingdom.
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This docume;

analysis - Hori
Committee ISO/

ISO 21571:2005) has been prepared by Technical Committee CEN/TC 275 "Food
ethods", the secretariat of which is held by DIN, in collaboration with Technical
"Agricultural food products”.

This European Stan all be given the status of a national standard, either by publication of an identical
text or by endorsement e latest by August 2005, and conflicting national standards shall be withdrawn
at the latest by August 2

countries are bound to implem is European Standard: Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, Fra eP?érmany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Wy, Poland, Portugal, Slovakia, Slovenia, Spain, Sweden, Switzerland
and United Kingdom.

According to the CEN/CENEI%emaI Regulations, the national standards organizations of the following
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PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edlited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloadin file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
1abili

accepts n in this area.
Adobe is a tradegmarle of Adobe Systems Incorporated.

Details of the products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were ‘gplimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that@blem relating to it is found, please inform the Central Secretariat at the address given below.
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ISO (the Inter@al Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member ies). The work of preparing International Standards is normally carried out through 1SO
technical committe, ch member body interested in a subject for which a technical committee has been
established has the to be represented on that committee. International organizations, governmental and
non-governmental, i ison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotech@l Commission (IEC) on all matters of electrotechnical standardization.

International Standards are d in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical corgfitices is to prepare International Standards. Draft International Standards
adopted by the technical commit are circulated to the member bodies for voting. Publication as an

International Standard requires app 1/ at least 75 % of the member bodies casting a vote.

b
ISO 21571 was prepared by the Europeah Committee for Standardization (CEN) Technical Committee
CEN/TC 275, Food analysis — Horizomﬁ'ethods, in collaboration with Technical Committee 1SO/TC 34,

Food products, in accordance with the Age@ement on technical cooperation between ISO and CEN (Vienna

Agreement). Q
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The s @for genetically modified origin of ingredients is performed by means of the following successive (or
simulta usé steps. After sample collection, nucleic acids are extracted from the test portion. Extracted

nucleic aci be further purified, simultaneously or after the extraction process. Afterwards, they are
quantified (I ssary), diluted (if necessary) and subjected to analytical procedures (such as PCR). These
steps are det in this and the following International Standards:

ISO 21568, Foo S — Methods of analysis for the detection of genetically modified organisms and derived

products — Sampli

ISO 21569, Foodstuffs thods of analysis for the detection of genetically modified organisms and derived
products — Qualitative n acid based methods.

ISO 21570, Foodstuffs — M g&g of analysis for the detection of genetically modified organisms and derived
products — Quantitative nucle aybased methods.

Further information about definitior@m general items involving the steps cited above are collected in:

ISO 24276, Foodstuffs — Nucleic ac:@vsed methods of analysis for the detection of genetically modified
organisms and derived products — Gener: quirements and definitions.

The International Organization for Standardizaiign (ISO) draws attention to the fact that it is claimed that
compliance with this document may involve th of a patent concerning the silica-based extraction method
(No. EP 0389063/USP 5,234,809) given in Claus e

%

ISO takes no position concerning the evidence, valid d scope of this patent right.

The holder of this patent right has assured the IS he/she is willing to negotiate licences under
reasonable and non-discriminatory terms and conditions wit plicants throughout the world. In this respect,
the statement of the holder of this patent right is registered O. Information may be obtained from:

Jean Deleforge, @
BioMérieux O
Chemin de I'Orme, ®/‘
69280 Marcy-I'Etoile, France. Q

Attention is drawn to the possibility that some of the elements of this doc may be the subject of patent
rights other than those identified above. ISO shall not be held responsible fo tifying any or all such patent
rights.
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Fo)\ stuffs — Methods of analysis for the detection of
genétically modified organisms and derived products —
Nucleic acid extraction

o

1 Scope OO

This International apdard provides general requirements and specific methods for DNA
extraction/purification a ntitation. These methods are described in Annexes A and B.

This International Standar@een established for food matrices, but could also be applicable to other
d

matrices, such as grains and .

It has been designed as an integr@rt of nucleic-acid-based analytical methods, in particular ISO 21569 on
qualitative analytical methods, and ISO §570 on quantitative analytical methods.

2 Normative references /O
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The following referenced documents are in@ sable for the application of this document. For dated
references, only the edition cited applies. Foréda‘ted references, the latest edition of the referenced
document (including any amendments) applies. /

ISO 24276:—1), Foodstuffs — Nucleic acid based me of analysis for the detection of genetically modified
organisms and derived products — General requireme definitions

ISO 21568, Foodstuffs — Methods of analysis for the dete f genetically modified organisms and derived
products — Sampling

3 Principle &
3.1 General Q/

The objective of nucleic acid extraction methods is to provide nucleic acid@table for subsequent analysis
(see ISO 24276).

NOTE The “quality” of DNA depends on the average length of the extracted DNA mol , the chemical purity and
the structural integrity of the DNA sequence and of the double helix (e.g. intra-, inter-stran g between DNA bases,
single-strand gaps, cross-linking with polyols, haemin, etc). Moreover, such alterations are equence-specific and

consequently not randomly distributed all over the genome (see References [1], [2], [3] and [4]). @

Users of this International Standard should note that some methods (e.g. all silica-based methods), might be

covered by patent rights. 0

1) To be published.
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